Introduction
Clinical governance issues have become a regular feature in discussions concerning patient care. One very important aspect of this is clinical risk reduction or risk management where one takes account of adverse events and complaints in order to learn lessons, and ultimately improve the delivery of care to patients. Cataract surgery is one of the most common elective procedures performed in the United Kingdom, accounting for around 200 000 NHS cataract operations per year. 1 Although the risk of a significant adverse incident occurring during or after cataract surgery is low, 2 the numbers of cases operated on per year results in a significant number of claims. Each claim occupies medical, secretarial, and managerial time, and may cause considerable stress for those defending, and probably making the claim.
In order to develop an evidence-based risk management strategy to help minimise the frequency of negligence claims following cataract surgery, we performed a collaborative study to analyse claims relating to cataract surgery, dealt with by the defence organisations of England, Scotland, Wales, and Northern Ireland.
Methods

All claims dealt with by the Medical Defence
Union, the Medical Protection Society, and the Medical and Dental Defence Union of Scotland over a 10-year period, from January 1990 to December 1999, were analysed by two ophthalmologists with at least 5 years' speciality experience. The data were anonymised and then recorded on a computerised database. The data were extracted from the copies of medical records held and from other documents such as medical reports, relating to the claims. Although each case was unique, and dependent on a number of variables, some recurrent themes were identified. Claims were grouped by the reason for the claim and the findings were then discussed by a panel comprising the authors, and risk management strategies designed. These were then approved by all the defence organisations involved.
Results
In total, there were 96 claims within the 10-year period analysed ( 
Consent issues
Posterior capsule rupture A total of 22 patients had the intraoperative surgical complication of posterior capsule rupture resulting in variable outcomes, with the final visual outcome (FVO) in this group ranging from 6/9 to perception of light (PL), with a median of 6/18. There was documentation of an immediate explanation to the patient (defined as within 2 days of surgery) in eight cases, a delayed explanation in two cases, and no clear documentation in 12 cases. Two cases were settled, 11 closed without settlement, two were dropped, and seven are ongoing.
Endophthalmitis
In total, 16 cases of endophthalmitis (postoperative intraocular infection) stimulated claims. The FVO ranged from 6/6 to no perception of light (NPL). Of the 16 eyes, 12 had 6/60 vision or worse. One case was settled, five closed without settlement, and the remainder are ongoing. In only nine of the 16 cases was there documentation of an explanation to the patient of the complication. In two cases, there was no documented recognition of the endophthalmitis. The management of endophthalmitis was noticeably very variable prior to the introduction of guidelines by the Royal College of Ophthalmologists in 1996. After this date, all surgeons followed the recommendations in the guidelines.
Suprachoroidal/expulsive haemorrhage
Six patients claimed following a severe intraoperative haemorrhage. There was recognition and documentation of the complication in all cases. In all but one case, there was documentation of steps taken to manage the complication, but in only two cases was there a documentation of an explanation to the patient. The FVO ranged from 6/18 to NPL, with four cases resulting in NPL. To date, three claims have closed without settlement, two have been discontinued, and one is going on.
Corneal decompensation
Eight patients claimed because of poor vision due to corneal clouding postoperatively as a result of surgically induced corneal decompensation. There was a documented explanation about the complication to the patient in only two cases. Two cases have been settled, three closed without settlement, one discontinued, and two are going on. In one case, a full and detailed explanation including written correspondence to the patient led to a resolution of the claim. The FVO ranged from 6/9 to counting fingers (CF), the good acuity being associated with corneal transplantation. One case was found to be associated with a corneal endothelial dystrophy, but this risk factor, which is known to predispose to corneal decompensation, was not documented preoperatively. 
Surgeon Error
Nine claims resulted from direct surgeon error either in preoperative, intraoperative, or postoperative care. Six cases were settled, one case closed without settlement, and two have not been settled to date. The FVO in this group ranged from 6/9 to PL. In eight out of nine cases, it appeared that recognition and documentation of complications, with appropriate steps taken to manage them, had occurred. Two cases related to the routine use of surgical techniques considered outdated at the time. In one case, a patient who was known to be allergic to penicillin was given both flucloxacillin and ampicillin.
Biometry/IOL Errors
Nine patients initiated claims in this group in which the optical situation following surgery fell short of what might be expected in normal practice. Four claims were settled, four closed without settlement and one has not been settled to date. The FVO ranged from 6/6 to 6/36 with a median of 6/12. In only four cases was there evidence that an explanation of the reason(s) for the error had been made to the patient. In five cases, the biometry process was considered to be at fault, with an outdated power calculation formula used in one of these, but in the sixth an inadvertent incorrect interpretation by the surgeon had been made of a biometry process considered to be satisfactory.
Other claims
Subjective complaints
Six patients had subjective complaints considered to be minor in nature. To date, four have closed without settlement and two are going on. There was documentation of an explanation to the patient in two cases, but it was absent in the remainder. Interestingly, two patients complained because they felt they were not told that they would need glasses postoperatively and one because they had broken sutures that required removal.
Poor visual outcome
Six patients complained primarily due to poor visual outcome. The best-corrected visual acuity (BCVA) ranged from 6/9 to 6/60. A documented explanation was not found in three cases, with insufficient data to comment on the remaining three cases. One case was settled, one discontinued, and three are going on. Recognition and documentation of complications occurred in only one case.
Pain
Four patients registered claims due to excessive pain (three intraoperatively and one postoperatively). To date, two cases have closed without settlement and two are still going on.
Discussion
For the 10-year period studied, 96 cases may appear to be a small number of claims. Following the introduction of NHS indemnity in 1990 however, all NHS claims have been processed by the NHS Litigation Authority and we were not permitted access to these details. This present study thus deals only with claims resulting from operations performed on private patients. It is difficult to estimate the number of cataract procedures undertaken privately in the UK to act as a denominator for this study. The majority of cases pertained to well-recognised complications of cataract surgery that could happen to any competent surgeon. However, patients must be given enough information to make an informed choice about whether to accept treatment or not. Failure to do so may constitute a breach of duty of care. Should a claim arise, the standard by which an individual doctor is judged against is one known as the Bolam principle, namely, whether the care provided reached a standard acceptable to a responsible body of his or her peers and that it had a 'logical basis' (the Bolitho Judgment).
In order for a claimant to be successful in a consent claim, it is important to ask 'would the claimant have undergone the procedure had they been adequately warned?' If the answer is yes, no cause of action will arise even if a complication arises, provided that complication is managed appropriately. If the claimant can establish that they would not have had the operation, then the issue is one of quantum. That is assessing the difference between the patient's condition with surgery and without and then calculating an award of damages based upon this difference.
A vital source of evidence will be the existence of documentation of explanations given prior to surgery and whether consent was sought and documented. It is important to note that even if you have explained and documented every known complication within the records, you have signed written consent and given the patient information literature, if a complication is not managed to a standard comparable to that of a responsible body of doctors practising in the same field, then you could still be considered negligent.
It is clear from the results of this study that a relatively good visual outcome does not protect against potential litigation. Indeed 28% of these cases resulted in a best corrected acuity of 6/12 or better being achieved, the level of vision used as standard in the National Cataract Audit. 2 It is possible that alternative assessors might have recategorised some claims in this study. In all cases of overlapping or uncertain category, consensus opinion was gained prior to a final decision on categorisation being made. The following risk management strategies were devised and agreed as a result of examination of the results of this study. 
Preoperative assessment and consent
General
Never alter notes. Make sure that there is a good complaints procedure in place in your department/hospital, which includes writing to the patient if necessary, and freely agreeing to meet with the patient and relatives with mediators if needed.
